
: Food and Drug Ad~n~s~atiun~

ACTION: Proposed rde.

The Food and Drug Ad~~s~at~un  (FDA) is proposing to amend its regnIa~un on

me~ad~n uif which has been aff%xned as generally recognized as safe (GRAS)  as a

fuud ~n~edient wi specific limitations. FDA is propusing to realfuczate the uses of menhaden

oil in fuod that cnr~ntly are established in FIDA’s regu ations.  This proposal responds to a citizen

petition on menhaden oil from the 5Jatiuna.l Fish Meal and Oil Association ( CIA),

ADDRESSES:  Submit written comments to the Dockets Management  Branch  (EPA-305),  Fuud and

~~s~at~un, 5630 Fishers Lane, rm. 1061, RockvUe,  MD 2085 . Submit elec&onic

ts to ht~~~/~ww.fda-guv/duck~ts/e~u~ents.

THER ~~~~~~AT~Q~ CONTACT:  Lawrence J. Lin, Center for Food Safety  and Applied

S-2159, Fuud and Dnxg Administration, 5100 Paint Branch Pkwy.,  College Park,

MD 2~?~~3~3~, 202-4f8-3  103.
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e Federal Register of June 5,1997 (62 30751), FDA pnb~~sh~d  a final rnfe to afFi

that rne~ade~ uif. is GRAS fur use as a direct human fuud ingredient with specific ~im~tat~uns

(hereinafter referred tu as the June 1997 final rule). une 1997 final rule in

nse to a GRAS petitiun (GRGP  6GU336) submitted by the N CIA.  FDA ~unc~~ded  in

the June 1997 final rule that, based on scientific procedures (inchtding p~b~shed and other

~nfu~at~un)~  the use of menhaden oil as a direct human food ingredient is safe,  provided that

the &umbined dai y intake of ei~usapentaenu~c  acid (EPA) and docusahexaenuic acid (DHA) frum

ues nut exceed 3.0 grams per person per day @/p/d).

e GRAS status of me aden uiX with specific li~tat~uns (6 f ~4.~(b)(Z) (21 CFR

was necessary because of the agency’s concerns over possible adverse effects of fish

ng time (the time taken for bleeding from a stand~d~zed skin wound to cease),

g~y~e~~ cuntrul, and low-dqnsity lipoprotein cholesterol. These issues were discussed fn‘iiy in the

June 1997 final rule.

The OA has snb~tted a citizen petition (Docket No. 99%5332) under 21 CF’R  10.20

.30 requesting that e agency amend 8 f 84.1472 Menhaden oil (2 1 Cm 18

reaffueating the uses of me~aden oil in fuud, while maint~ning  the total daily intake of EPA

andD frum menhaden oil at a level not exceeding 3.0 d. The maximum fimit of 3.0 9,

e total daily intake of EPA and DHA has been considered a reasonable safeguard against

e possible adverse effects stated above and tu date no new ~nfu~at~un available has caused

cy to alter  this limit. e reallocation is perfurmed by: (1) Reducing the maximum Xevefs

aden oil in sume of the currently listed food categuries; (2) adding additiunal fuud

categ~~es afun with assigning maximum levels of use in these new cate uries; and (3) e~~na~n

the listing of snbcategu~es~  for example, cookies and crackers,  breads  and rulfs,  fmit pies and
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cust~d pies,  an cakes,  and including them under broader fuud categories, i.e., aked guuds and

le 1 shows the current maximum levels of use of rne~ad~~ ui in the currently listed

od categuries as established in $j ~~4.~4~2(a)(3)~

TABLE I .-CURRENT  ~~1~~~  LEVELS QF USE QF

Category  of fuod~

Cookies and crackers fl) .........................................................................................................................................................
Breads  and rolls ~wh~te  and dark)  (1) ......................................................................................................................................
Fruit pies  and custard pies (I) .................................................................................................................................................

Cereafi (4) ...............................................................................................................................................................................
Fats and ai@ (121, but not in infant frxrnula ................................... ..A ....................................................................................
Yogurt  (31) ...............................................................................................................................................................................
Cheese  products  IS) ................................................................................................................................................................
Frazen  dairy  pmducts  (20) ......................................................................................................................................................
Meet  products  (29) ...................................................................................................................................................................
Egg products  (I 1) ....................................................................................................................................................................
Fish products (13) ....................................................................................................................................................................
Condiments  (8) .........................................................................................................................................................................
Soup mixes  (40) .......................................................................................................................................................................
Snack  foods (37) .....................................................................................................................................................................
Nut products  (32) .....................................................................................................................................................................
Gravies arid sauces (241 ..........................................................................................................................................................

7.0 percept
IO.0 perca~t

The number  in parenthesis  f~rlow~~g  each food category  is the paragraph  listing of that food  category  in 5 f70.3fn)  (21 CFR t7#.3fn)).

Table 2 shows the new maximum levels of use of menhaden oil in the currently fisted fuud

es pIus new fuud categuries, as proposed by the NFMOA.

TABLE 2.----NW M~I~~~ LEVELS OF UsE OF ~~~~A~E~  Ott

Category  of food*

Baked  goods and baking  mixes  (t) .........................................................................................................................................
Cereals (4) ...............................................................................................................................................................................
Cheese  p~~~cts  (5) ................................................................................................................................................................
c~~jme~ts  (8) .........................................................................................................................................................................
Egg  products  (13) ....................................................................................................................................................................
Fats and oils (121,  but  not in infant formula ............................................................................................................................
Fish products  (13) ....................................................................................................................................................................
Fmzen  dairy  desserts  (20) .......................................................................................................................................................

..........................................................................................................................................................

....................................................................................................................................................................
Nut products  (32) .....................................................................................................................................................................
Snack  foods (37) ......................................................................................................................................................................
soup mixes  (40) .......................................................................................................................................................................
~~arc~h~l~c  beverages  (3) .....................................................................................................................................................
Chewing  gum (S) ......................................................................................................................................................................

...................................................................................................................................................
.....................................................................................................................................................
.....................................................................................................................................................

................................................................................................................................................................
Plant protein products (33) ......................................................................................................................................................
Poultry  pmdwts  (34) ................................................................................................................................................................

.......................................................................................................................................................
..............................................................................................................................................

S& candy (38) .........................................................................................................................................................................
White granulated sugar 441) ....................................................................................................................................................

PropOsed  rn~~rn~m
leQ& af #se

_n-
FLU pe~ent
4*0  percent
5.Q percent
5.0 percent
5.0 perceat

12.0 percent
5.0 percept
5.1) ~rc~~t
5.U percent

5.0 percent
3-O percent
1-U percent
1 xl ps-rctsnt
4.0 percW%
4.0 percxnf



stitutes (42) I.... .f... .,...*....  *.*.-.*  . . . . . ..I....... f? . . . . . ..*........ rn .I......_ * ..,...  *..l.t.* . . . . * .t..*,............ I . . . . . . ..~ .ff.....,..f*........ * . ..-......*....-..

‘Sweet  sauces,  toppings,  and syrups  f43) .~.........~~1...**.**........*.~~...~.........~.~...,~......~*.*.~.........~.*..~..*..~.~...,.......~*........~.~.............

As shown in table 1, the currently listed food categories include several subcategQ~es,  sue

es and crackers,  breads  and rolls, fnxit pies  and custard pies,  and ca ese items are

subcateg~~es of baked goods and baking mixes as described under Ij 17

~ea~~~cat~~n  (in table 2) does not list any su ategory, but rather includes the food category baked

oods and b~n~ mixes, which would include 11 of these  items. Also, c~~~~t~y listed food

~at~~~~es  include another subcategory, i-e.,  yogurt, a snbcateg~~  of mi product as described

~7~*3(~)(?  1 j. Simi arly,  the proposed reallocation does nut Tist yo&urt,  but rather includes

categusy milk products, w would include yogurt.

though each food category in the proposed reallocation (table 2) is associated with a

in $j 170.?(n), menhaden oil may not be added to all fuods inc uded in that p~a~aph~

unless such foad is Xisted  in table 2. For example, $j ~7~.3(n)(23)  includes grain products and pastas,

aden oil only could be added to pastas (nut grain products) under this pr

tion in table 2. In other words,  only the food categuries that are listed in table 2 me f,Xlose

that the ~~~A is requesting fobs the amendment of the regulation on me~aden oil.

e ~~~A has vided expasuxe analyses that contain estimates of EPA and DHA intake

from menhaden oil for the revised uses of the currently listed fuud categories and the prepsed

uses  of the new fcmd categuries. The NIFbK?A  states  that e estimated daily exposure to EPA

and D from those  uses  of me~aden oil is 2.7 d. The NF;NOA  concludes that me~aden

oil is GRAS for the revised uses of the currently listed food categories and the prctposed  uses

e new food categories, because the total daily intake of EPA and IX-L% from those  uses  of

menhaden oif would not exceed 3.0 g/p/d, consistent with the June



ased un infu~at~un in the citizen petition and other relevant material, FDA tentatively has

~te~ned that the GRAS status of menhaden ail with specific ~~~tatiuns remains unchanged

aden oil in fuud are reallocated, because the total daily  intake of EPA an

aden oil from the revised uses  of the currently listed fuud categuries and the proposed

e new food categuries wuufd nut exceed 3.0 g?p/d. Because nut afl foods in the

~~k~~pIa~e within those food categuries in tabfe 2 would contain menhaden oil that substrates

fur other edible fat or oil, and because nut aXI foods that a consumer chooses daily would be

m~~aden uif used as a s~bs~t~t~  oil, the actual total daily in ake of EPA and DHA

from me~aden uif fur ari average person should be significantly below 3.0 g/p/d.

the total daily intake of EPA and IDHA from menhaden oil based  on the uses  proposed in this

teeming wuu d nut exceed 3.0 g/p/d,  and the agency is nut aware of ny new data and

infu~at~un that would prompt the agency to change the upper limit of safety  of 3.

intends to rely on its safety dete~natiun  from its priur GRAS  af~~atiun fur funding these uses

erefure, the agency is rupusing tu amend the regulation on menhaden oil to reallocate

its use in food.

IV.

e agency carefully has considered the putentia1  environmental effects of s action. FDA

t~nta~ve~y  has ~u~c~~ded  that the action will xzut have a significant impact on the hnm~

enviru~ent~  and that an ~nv~u~enta~ impact statement is nut required. The agency’s

of no signi~c~t impact and the evidence s~~pu~i~~ that finding, contained in an ~~v~~~e~ta~

assessment, may be seen in the Dockets Management  Branch (address  above)  between 9 a.m. and

p.m., Sunday thrungh Friday.



6

F;T)A has examined the economic ~pl~~at~uns of this proposed rule as required

Order l2866. Executive Order  12866 directs agencies to assess  all costs and benefits of avai~ab~e

ury afternatives and, when regulation is necessary, to select regulatory approaches that

maxi~ze net enefits (inclnd~ng  potential ecunumic, environmental, public health and safety, and

ot dv~tages~ d~s~b~tive impacts; and equal).  Executive er 12866 classifies a rule as

sig~~ca~t if i eets any one of a number of specified conditions, including having an annual

effect on the economy of 100 million, adversely affecting a sector of the economy in a matinal

cting competition, or adversely affecting jobs. A regulation also is cunsid~red

a s~g~~cant regn~atu~ action if it raises novel Iegal or policy issues. FDA has dete~ned that

upused rule is not a sig~~~ant regulatory action  as defined by Executive Order  12866.

A is ~ru~us~ng  to amend its regulation on menhaden oil, which the agency believes is

tiLR4.S with specific knit uns. This proposed m‘ie quuld realfocate  the uses  of menhaden uif

ithuut causing e combined daily intake of EPA md IX-IA  from menhaden oil to exceed

e main benefit of this pruposed rule would be the expansion of e potential uses  of

m~~aden  oil as proposed in table 2. Firms choosing to use menhaden uiX wuufd bear labeling

and er costs. ecause these costs are vohmtary,  they will be borne anly if doing su is

to be adv~ta~e~ns  to the firm.

A proposes to reduce ma~mum use kvels of menhaden oil fur pies, c es, fats, oils,  fish

prudn~ts~  and meat products.  The potential compliance costs of this posed rule would be

firms making products at now use menhaden oil at levels below the current maximum but

proposed m~imnm. The proposed r&e would force them to either reformulate their

cease production. Althungh the potential cost of both refu~u~atiun an

prud~ctiun may be large, FDA dues nut know of any products that won1 be forced to bear



costs * sing in pies,  cakes,  fats,  oils, fish products,  and meat products at the current

axim~m levels Xeads to products with undesirable flavors. Based  on buth market ubse~at~uns

and taste,  FDA assumes at no products currently contain levels of me

rupused rn~~rn~rn levels and thus there are no costs associated  wit refu~nlatiu~ or ceasing

on this proposal. We request comments on this ass~mptiun.

A has exa~~ed the economic implications of this proposed rule as required by the

ry Flexibifity Act (5 U.S.C.  6OC-6~2). If a rule has a sig ficant ecunu~c i

a substantial number of small entities, the ~egn~atu~ ~~exibili~ Act requires agencies to analyze

at would lessen the economic effect of the rule on small entities.

using tu amend the GRAS affirmation fur menhaden oil by establishing new

axim~m levels of use, The use of the menhaden oil by any small business is vu~nnt~ and

ertaken only if antici ated to be advantageous to the small business. Small businesses wuuf

nly bear a camp iance cost if, as stated above,  they make pruducts that are be uw the current

max~mnm  but abuve the pruposed maximum levels of use. The proposed rule wuuld force them

to either r~fu~n~ate their prud;tcts or cease pruductiun. Although the pu

ceasing ~ruductiun to small businesses may be large, FDA dues nut know of

Xf bnsi~esses that would be forced to bear these costs. Using me~aden oil in pies, cakes,

fats, uils, fish pruduccts, and meat products at the current maximum levels leads  to products with

undesirable flavors. Based on both market observations and taste, FDA assumes that no

cunt~~ levels of menhaden oil above the prupused maximum levels and

no costs associated with refu~ulatiun or ceasing ~ruductiun based  on this proposal. e agency

~er~fur~ tentatively concludes that the new maximum levels proposed would nut impuse s~gn~~cant

costs on a s~bstantia~  number of small entities. The agency requests c~~ents fru small

businesses on this assumption. Based on the assumption that no small businesses make products

at WC? e affected by reducing the maximum levels of menhaden oil in pies, cakes,  fats,  uifs,
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fish prud~cts, and meat products, FDA finds that this proposed rule would not have a sig~i~cant

c impact on a su stantia~ number of small entities.

Title Tl[ of the ~nfnnd~d Mandates Reform Act of 1995 (Public Law f 04-4) requires cost-

and other analyses before any rulemaking if the rule would include a ““Federal  mandate

at may result in the expenditure by State,  local, and tribal guvernments, in the aggregate, or

by the private sector,  of ~~~~,U~~,~~~  or more (adjusted annually fur in~atiun) in any il year.”

The cn~ent  in~atiun-adjusted statutory t~eshu~d is $ 10 million. FDA has dete~ned that this

prupused rule does nut cunstitute a significant rule under the Unfunded Mandates Reform Act

of x995.

his prupus~d rule contains no colitections  of infu~atiun. Therefore, c‘rearance by the Qffice

of Management and Budget under e Paperwork Reductiun Act of

FJIIA has analyzed this proposed rule in accordance with the principles set furth in Executive

Order 13 X 32. FDA has tentatively dete~ined that the prupused rule dues nut contain policies

that have substantial direct effects on the States,  on

~uver~ent and e States,  or on the d~s~b~tiun of power and respunsib~~iti~s  hung the v~u~s

evels of guve ent, The agency invites co ents an its tentative cuncl~s~un that the proposed

rule dues nut ~untai~ policies that have federalis implications as defined in the urder, an

entfy, a federalism snip impact statement is not require

suns may submit to e Dockets Management Branch (address  abuve) written

~umm~nts regarding this
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. Two copies of any comments are to be submitted, except that i~d~v~d~a~s  may

e copy.  Submit electronic clients to http~~~www.fda.~~v/d~~

~~~~~ts are to be identified with the docket number found in brackets in the heading of this

document. Received comments may be seen in the Dockets Ma~a~~rn~~t  Branch between 9 am,

.m,, Monday through Friday.

List aF Subjec in 21 CFR Part 184

od additives, Food ingredients.

erefore, under the Federal Fuod, Drug, and Cosmetic Act an under a~~u~~ delegated

e ~u~ssi~~~~ of Food md Drugs, and redelegated to the Director, Center fur Fusd Safety

lied ~u~~ti~n, it is proposed that 21 CF pm 184 be beaded as f~~~~ws:

PART f84l-431 ECT FOOD SUBSTANCES AFFIRMED AS GENERALLY

AS SAFE

he authors citation far 2 1 CFR part 184 continues to read as follows;

U,S.C,  321,342,348,371.

2. Section f84.1472 is amended by revising paragraph (a)(3) to r~

Baked goods, baking  mixes, 9 17~~3(~~(~~  of this chapter. .....................................................................................................
7~*3(~~(4~  of this CSIapter- .....................................................................................................................................

Cheese  products, 3 17~-~~~~(5~  of this chapter. ......................................................................................................................
~hewln~  gt.fm,  8 17~.3(~~(~~  of this chapter, ...........................................................................................................................
C~~djrn~~ts~ 3 5%.3(n)(8)  af this chapter. ..............................................................................................................................
c~~f~t~~~~  frostings, $$ ~7~.3(~~(~~  o# this chapter, ...............................................................................................................
Dairy ~r~~~t snaltlgs, 5; ~7~.3(~~(~  0) of this chapter, ............................................................................................................
Egg products,  8 l~~.~~~~~~  1) of this chapter. ..........................................................................................................................
Fats, oils, !J 17~.3(~~(1~~  d this chapter,  but  not  in infant furmuia. ........................................................................................
Fish prodlrcts,  8 17~.3(~~(13) uf tftis chap&w, ..........................................................................................................................
FFCCWI dairy dessarl, 15 17~~3(~~(~~~ of this chapter. .............................................................................................................
GeTaths,  ~~d~in~~ 5 ~7~.3(n~~~~~  of this chag&w. ..................................................................................................................
Gravies,  sauces, $j 17~.3(~~(24~  of this chapter. ......................................................................................................................



Ward candy,  $17Q.3~n~~2~~  of this chaptar. .............................................................................................................................
Jams, jellies, Q ~7~,3~~~~20~  of this chapter. ............................................................................................................................
Maat pruducts, 8 ~7~.3~~~~2~~  of this chapter. .........................................................................................................................
Milk products, Q ~?~.3~~~~31) af this chapter. ..........................................................................................................................
~~na~~h~~i~  beverages,  Q ~7~.3~~~~3~  d this chapter. ...........................................................................................................
Nut  products,  5 17~.~~~~32~  of this chapter. ...........................................................................................................................
Pastas, 9 ~?~.3~~~~23~  of this chapter- .....................................................................................................................................
Rant protein products, 5 17~*3~~~~33~  of this chaptsr. ............................................................................................................

~7~.S~~~~34~  d this chapter. .....................................................................................................................
Pr~~cessed  fruit juices, !$ t?~.3~~~~~~ of this chapter. .............................................................................................................

le juices,  Q 17~.3~n~~36~  of this chapter. ...................................................................................................
Snack foods, 9 ~7~.3~~~~3~  of this chapter. ............................................................................................................................
Suft candy,  5 ~?~,3~~~~3~~  of this chapter, ..............................................................................................................................
Swp mixss, 5 17~.3~#~~4~~  of this chapter. .............................................................................................................................
Sugar  s~bst~t~tas~  !$17~*3~n~~42~  af this chap&r. ....................................................................................................................
Swept  sauces, toppings, syrups, 3 17~~3~~~~#~  of this chapter. ............................................................................................
~bjte granola sugar, -$ ~7~.3~~~~4~~ d this chapter. ..........................................................................................................

10.0 permnt
74 percent
5.0 pe-rc@nt
5,Q parcent
0.5 percant
5.0 percent
2.0 p~FtXE’%t
5.0 perwit
3.0 percent
1 .O perceflt
1 .O percent
5.0 percent
4.0 percent
3.0 percsnt

10.0 percsnt
5.0 perGent
4.0 p#~~~t



.


